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Safety evaluation of titantum-nickel shape memory alloy
for implantable medical devices
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(Biological evaluation of medical devices — Part 1: Requirements and general principles for
the evaluation of biological safety within a risk management process)
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IiH JCHR =L (|
Ni 54. 5%~57. 0%
Ti RiE
A2 A B R C <0. 05%
JREDHO 0 <0. 05%
N <0. 05%
H <0. 005%
ET AL 53 =895 MPa
MU BE FE AR JEAHR =10%
R P N AR =6%
S e e Af IR 20°C~37°C RN BAHET X 1)
AHAS WG TR AR =T <30T
- R A =600 mV
o B At B e b
i JE5 b BE FE B Er =y =800 oV
BTN & R GE % <0.5 ug/em® * week
20 o B 14 01
. ~ B ) % ToHB
L =}
W) AR b BN i
ERIES <5%
PRI v B 2 2 =52
) S (AR A IR, =154

6 TN A

6.1 ER S M

KH ICP-OES HGitkor#ris.

6.2 HLAEREMIR

F2H8 ASTM ES/ESM-25 #HE4THifdiR5E: .

6.3 HTRENR

FKHZE R ERE (DSC) , FHEE#EZE 10°C/min.

6.4 [RMIXIE

% YY/T 0695 HATHEI RS, 58 2% RIRT & 41 2K

a) HLFEE: 37T°CHAmELK,
b) FfEE: 1 mV/s.

6.5 FRHTHMIRK
KRN AR, RN & 7R,
a) IZVIRSE]: 7. 14, 28K;
b) WE: 37°C;
c) KH ICP-MS FillvE RS &
6. 6 £MZETFMN

MNAKHEISO 10993. 1 FATHHMEEFEE. RANA IR . shiEEaAE .
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R LAV SRR B IR R 2T
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R GEEETMNER

FR PEAN b

A% Fir AT 46 bR AR T A b e
BZ% FIT A FE b £ A v
C AR L R IR
D T A 224 WK
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2 T IREAR
PO IR LA MRS B MR, R EdE . BT, S SR

0

& g IR R EEHIEN
9.1 JRKKIEHIZEK
KBTI, A EEh <0.05%.
9.2 HMALIBIEH|
PAL PR HIRE KIRE : 400°C~600°C, fRIENE]: 30 min~120 min.
.3 RELEITH
R BB AL B, RTHKEE Ra <0.2 wm.
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[1JASTM F2063 PBEy7 &8 R EHE A RS BT ARIC 12 & @ PR HEMLYE (Standard Specification
for Wrought Nickel-Titanium Shape Memory Alloys for Medical Devices and Surgical Implants)

[2]ASTM E8/E8M-25 4 )& 4k hi (i ae: AR 55 77 ¥2: (Standard Test Methods for Tension Testing
of Metallic Materials)
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